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DETAILED ACTION 

Continued Examination Under 37 CFR 1. 1 14 

A request for continued examination under 37 CFR 1.114, including the 
fee set forth in 37 CFR 1 .17(e), was filed in this application after final rejection. 
Since this application is eligible for continued examination under 37 CFR 1.1 14, 
and the fee set forth in 37 CFR 1 .17(e) has been timely paid, the finality of the 
previous Office action has been withdrawn pursuant to 37 CFR 1.114. 
Applicant's submission filed on April 11, 2007 has been entered. Claim(s) 1-12 
are pending. 

* 

New Grounds of Claim Rejections - 35 USC §112- 2nd Paragraph 

The rejections of claim(s) 5-12 as set forth in the Office Action dated 
December 1 1 , 2006 have been withdrawn in view of Applicant's amendments. 

The following new ground(s) of rejection is made in view of Applicant's 
amendments. 

k 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claim 12 is rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject 

♦ 

matter which applicant regards as the invention. 
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Claim 12 is indefinite because it is unclear how the unspecific amplification 
products are typed by DNA sequencing, if the sequencing primers do not anneal 
to the unspecific amplification products. Appropriate clarification of required. 

New Grounds of Claim Rejections - 35 USC § 102 

The rejections of claim(s) 1-12 over Rady as set forth in the Office Action 
dated December 11, 2006 have been withdrawn in view of Applicant's 
amendments and accompanying evidence within the affidavit filed April 1 1 , 2007. 

Response to Arguments 

Applicant's arguments have been fully considered but they are moot in 
view of the new grounds of rejection presented below. 

The following new grounds of rejections are made in view of Applicant's 
amendments. 

The following is a quotation of the appropriate paragraphs of 35 
U.S.C. 102 that form the basis for the rejections under this section made in this 
Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in 
public use or on sale in this country, more than one year prior to the date of application for patent in 
the United States. 
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1. Claim(s) 1-5 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Tully et al. (WO 96/06187; 29 February 1996). 

With regard to claim(s) 1 , Tully teaches methods of multiplex sequencing 
utilizing sequencing primers comprising a mobility identifier (abstract; pg. 5 and 
6, for example). Specifically, Tully teaches methods comprising the steps of: (a) 
providing a sample containing nucleic acid molecules (middle pg. 2, Tully 
teaches samples with one or more types; middle pg. 10, Tully teaches their 
methods as useful for screening for microorganisms, for example); (b) providing 
a mixed pool of at least two structurally different sequencing oligonucleotide 
primers, whereby each primer is designed for being specific for one type or 
species or group or target chosen from the known set of types or target of the 
nucleic acid sample, thereby allowing a primer, which is specific for a type, 
species, group or target that is present in the sample, to hybridize in or close to 
the target or variable region (middle-end pg. 5, Tully teaches the use of multiple 
sequencing primers comprising a mobility identifier, for example); (c) mixing the 
sample and mixed pool of specific primers under conditions allowing a primer or 
primers to hybridize if a target type or types are present in the sample (middle pg. 
2, Tully teaches multiplex sequencing, for example); (d) determining the type, 
species or target region to which the primer or primers have hybridized by 
extending the hybridized primer or primers in a DNA sequencing reaction (middle 
pg. 5, Tully teaches determining different sequencing with PAGE, for example). 
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With regard to claim(s) 2, Tully teaches sequencing utilizing multiple 
labeled ddNTPs (middle pg. 3, for example). 

With regard to claim(s) 3, Tully teaches their methods as useful for 
screening for microorganisms (middle pg. 10, for example). 

With regard to claim(s) 4 and 5, Tully teaches samples with one or more 
types (middle pg. 2, for example). 

2. Claim(s) 1-5 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Ye et al. ("Fluorescent microsphere-based readout 
technology for multiplexed human single nucleotide polymorphism 
analysis and bacterial identification" Hum Mutat. 2001 Apr;17(4):305-16). 

With regard to claim(s) 1, Ye teaches methods of multiplex sequencing 
utilizing sequencing primers comprising a unique zipcode sequences (abstract; 
fig. 1 , for example). Specifically, Ye teaches methods comprising the steps of: 

(a) providing a sample containing nucleic acid molecules (pg. 307, col. 2, Ye 
teaches amplification of 16S rDNA from multiple bacterial species, for example); 

(b) providing a mixed pool of at least two structurally different sequencing 
oligonucleotide primers, whereby each primer is designed for being specific for 
one type or species or group or target chosen from the known set of types or 
target of the nucleic acid sample, thereby allowing a primer, which is specific for 
a type, species, group or target that is present in the sample, to hybridize in or 
close to the target or variable region (pg. 308, col. 1, Ye teaches ASPE reactions 
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as outlined in fig. 1 , for example); (c) mixing the sample and mixed pool of 

» 

specific primers under conditions allowing a primer or primers to hybridize if a 
target type or types are present in the sample (pg. 308, coL 1 , Ye teaches ASPE 
reactions as outlined in fig. 1, for example); (d) determining the type, species or 
target region to which the primer or primers have hybridized by extending the 
hybridized primer or primers in a DNA sequencing reaction (pg. 309, col. 1, Ye 
teaches flow cytometric analysis, for example). 

With regard to claim(s) 2, Ye teaches ASPE reactions as outlined in fig. 1 
(pg. 308, col. 1, for example). 

With regard to claim(s) 3-5, Ye teaches amplification of 16S rDNA from 
multiple bacterial species, for example (pg. 307, col. 2, for example). 

New Grounds of Claim Rejections - 35 USC § 103 

The following new grounds of rejections are made in view of Applicant's 
amendments. 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for 
all obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described 
as set forth in section 1 02 of this title, if the differences between the subject matter sought to 
be patented and the prior art are such that the subject matter as a whole would have been 
obvious at the time the invention was made to a person having ordinary skill in the art to which 
said subject matter pertains. Patentability shall not be negatived by the manner in which the 
invention was made. 
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1. Claim(s) 6-12 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Tully et al. (WO 96/06187; 29 February 1996) in view of 
Rady et al. ("Type-specific primer-mediated direct sequencing of 
consensus primer-generated PCR amplicons of human papillomaviruses: a 
new approach for the simultaneous detection of multiple viral type 
infections. J Virol Methods. 1995 Jun;53(2-3):245-54"). 

The methods of the previously applied reference(s) have been outlined in 
the above rejections. The previously applied reference(s) do not expressly teach 
sequencing of HPV. 

With regard to claim(s) 6-10, Rady provides a supporting disclosure that 
teaches the amplification of a conserved region within multiple different HPV 
types and subsequent sequencing with sequence specific primers (page 246- 
249, materials and methods; fig. 1 , for example). 

With regard to claim(s) 1 1 , the sequencing of low yield amplification of 
fragments is inherent to the methods of Tully. 

With regard to claim(s) 12, due to the indefiniteness of the claim (see 
above 112, 2nd section), the teachings of Tully appear to anticipate the intended 
limitations of the instant claims. The primers of Tully are designed to anneal to 
unspecific amplification products. 

2. Claim(s) 6-12 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Ye et al. ("Fluorescent microsphere-based readout 
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technology for multiplexed human single nucleotide polymorphism 
analysis and bacterial identification" Hum Mutat. 2001 Apr;17(4):305-16) in 
view of Rady et al. ("Type-specific primer-mediated direct sequencing of 
consensus primer-generated PCR amplicons of human papillomaviruses: a 
new approach for the simultaneous detection of multiple viral type 
infections. J Virol Methods. 1995 Jun;53(2-3):245-54"). 

♦ 

The methods of the previously applied reference(s) have been outlined in 
the above rejections. The previously applied reference(s) do not expressly teach 
sequencing of HPV. 

With regard to claim(s) 6-10, Rady provides a supporting disclosure that 
teaches the amplification of a conserved region within multiple different HPV 
types and subsequent sequencing with sequence specific primers (page 246- 
249, materials and methods; fig. 1 , for example). 

With regard to claim(s) 1 1 , the sequencing of low yield amplification of 
fragments is inherent to the methods of Ye. 

With regard to claim(s) 12, due to the indefiniteness of the claim 
(see above 112, 2nd section), the teachings of Ye appear to anticipate the 
intended limitations of the instant claims. The primers of Ye are designed to 
anneal to unspecific amplification products. 

Conclusion 
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Claim(s) 1-12 are rejected. No claims are allowed. 

Any inquiry concerning this communication or earlier communications from 
the examiner should be directed to Christopher M. Babic whose telephone 
number is 571-272-8507. The examiner can normally be reached on Monday- 
Friday 7:00AM to 4:00PM. 

If attempts to reach the examiner by telephone are unsuccessful, the 
examiner's supervisor, Gary Benzion can be reached on 571-272-0782. The fax 
phone number for the organization where this application or proceeding is 
assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from 
the Patent Application Information Retrieval (PAIR) system. Status information 
for published applications may be obtained from either Private PAIR or Public 
PAIR. Status information for unpublished applications is available through 
Private PAIR only. For more information about the PAIR system, see http://pair- 
direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll- 
free). If you would like assistance from a USPTO Customer Service 
Representative or access to the automated information system, call 800-786- 
9199 (IN USA OR CANADA) or 571-272-1000. 
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